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(2)bv stri ing the period at the end 
of subnaraa 7 (5) 
or" 


and insertina 
(3\hv addina at the end the following 
new subnaraarabh: 
"(6) an inaredient described in 
paraaranh (ff) in. or a tealcoas 
for use in. a dietarv sunnle i 
(c) FORM OF GESTION. ection 
A411 HINGE (21 U.S.C. 
is amended— 
(1) in clause (i). bv oo 


"nowder. so 1. aelca 
after ‘cansulellll an P 


in plaice ft, by striking "does 
not simulate and". 


SEC. 4. SAFETY OF DIETARY SUPPLEMENTS AND 
BURDEN OF PROOF 
ON/FDA! 
Section A402 (21 11.S.C. 342) is amended 
ing at the end 


the followin 
(1) If it is a dietarv sunnlement or 


contai a dietary ingredi- 
ent tha 


nN HO apasoggooon one Fho NBOMtKeOHOQ “Hoa = 


uacdested in 
abelina. or _ 
"(i) if no conditions of use are 


suaaested or rec- 
ommended in the lahelind. under 
ordinary conditions of 
tah is a new dietarv inaredient. for 
which there is ina 
edquate information to nrovide 
reasonable assurance that. such 


inaredient. does not. present. a 
sianificant. or unreasonable risk 
of Ine s or iniurv: 

"(C) the SCC AY declares to nose 


minent. hazard 
ia Bublic halen or safetv. excent. that. 
the authoritv to make 
such declaration shall not be deleaated 
and the Secretarv shall 
promontiv after suc a declaration 
initiate a nroceedina in 
accordance with sections 554 and 556 of 
title 5. United States 


Code. to affirm or withdraw _ the 
declaration: or 
"(TD)) is or. contains a pda 


inaredient. that renders 
adulterated under naraaranh (B15 
under the conditions of 
use recommended or suadested in the 
labelina of such dietary 
sunnlement. 
In anv pnroceedina under this 
subnaraaranh. the United States 
shall hear the burden of nroof on each 
element. to show that. a 
dietarv sunnlement is adulterated. The 
court shall decide any issue 


under this naraaranh on a de novo hasis. 
(2) Before the Secretarv mav renort. to a 


United States attornev 
a violation of naraaranh (@)(A) for a civil 
nroceedina. the nerson 
aaainst whom such nroceedina would he 
initiated shall he aiven 
annronriate notice and the onnortiunityv to 
present. Views. orallv 
a in writina. at least 10 davs hefore 
su notice with regard 
fo uch proceeding! 


ark. DIETARY SUPPLEMENT CLAIMS. 


Chanter TV (21 TIS CG. 341 et sea) is 
amended hv inserting 
after section 403A the following new section: 


"DIETARY SUPPLEMENT LABELING 


EXEMPTIONS 
"SEC. 403R. (a) IN eng 
nublication. includina arti- 
cle. a ena in a Hook or an official 
abstract. neer-reviewed 


scientific Hublicahnn “that appears in an 
article and was prepared 


